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May 21,2007

Andrew C. von Eschenbach, M.D.
Commissioner
U.S. Food and Drug Administration
U.S. Department of Health and Human Services
5600 Fishers Lane
Rockville, MD 20857

Dear Dr. von Eschenbach:

An article in the New England Journal of Medicine reported today that the diabetes drug
rosiglitazone (Avandia) is associated with a 43Yo increase in heart attacks and may be associated
with a 640/o increase in cardiovascular death.l

As part of the Committee's oversight of the Food and Drug Administration, the
Committee will hold a hearing on June 6,2007, at 10:00 a.m. in Room 2154, Rayburn House
Office Building. The goal of the hearing is to assess FDA's role in the evaluation of the safety of
Avandia, and I invite you to appear as a witness at this hearing.

In preparation for this hearing, I request that FDA provide the following information for
the time period from August 1, 2005, to the present:

1. A chronology of actions taken by FDA in relation to the cardiovascular safety of
rosiglitazone;

2. All communications between the drug manufacturer, GlaxoSmithKline, and FDA
relating to cardiovascular safety ofrosiglitazone; and

3. All internal FDA analyses, slide presentations, and memoranda relating to the
cardiovascular safety of rosiglitazone.

These documents should be provided to the Committee by May 31.

' Nissen, SE and Wolski, K. "Effect of rosiglitazone on the risk of myocardial infarction
and death from cardiovascular causes," New England Journal of Medicine (May 21,2007).
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The Committee on Oversight and Govemment Reform is the principal oversight
committee in the House of Representatives and has broad oversight jurisdiction as set forth in
House Rule X. An enclosure to this letter provides additional information on testiffing before
the Committee and responding to the Committee's document request.

If you have any questions regarding this request, please contact me or Stephen Cha with
the Committee staff at (202)225-5056.

Sincerelv.

Wâ. 1.ùÍæ-
Henry A. Waxman
Chairman

Enclosure

cc: Tom Davis
Ranking Minority Member
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Resnonding to Oversight Committee l)pcument-Requests

In responding to the document request from the Commiuee on Oversight and Government
Reform, please apply the insfuctions and definitions set forth below.

lnstructions

1. In complying with the request, you should produce all responsive documents in your
possession, clstody, or control.

2. Documents responsive to the request should not be destoyed, modified, removed,
tansferred, or otherwise made inaccessible to the Committee.

3. In the event that any entity, organization, or individual denoted in the request has
been, or is currently, known by any other name than that herein denoted, the request
should be read also to include them under that alternative identification.

Each document produced should be produced in a form that renders the document
capable of being copied.

When you produce documents, you should identi$ the paragraph or clause in the
Committee's request to which the documents respond.

Documents produced in response to this request should be produced together with
copies of file labels, dividers, or identiffing markers with which they were associated
when this request was issued. To the extent that documents were not stored with file
labels, dividers, or identiffing markers, they should be organized into separate folders
by subject matter prior to production.

Each folder and box should be numbered, and a description of the contents of each
folder and box, including the paragraph or clause of the request to which the
documents are responsive, should be provided in an accompanying index.

It is not a proper basis to refuse to produce a document that any other person or entity
also possesses a nonidentical or identical copy of the same document.

4.

5

6.

7.

8.



9. If any of the requested information is available in machine-readable or electonic
forrn (such as on a computer server, hard drive, CD, DVD, memory stick, or
computer backup tape), you should consult with Committee staff to determine the
appropriate format in which to produce the information. Documents produced in
electonic format should be organized, identified, and indexed electonically in a
manner comparable to the organizational structure called for in (6) and (7) above.
Documents produced in an elecüonic format should also be produced in a searchable
format.

In the event that a responsive document is withheld on any basis, you should provide
the following information conceming the document (a) the reason the document is
not being produced; (b) the gpe of docwnent; (c) the general subject matter; (d) the
date, author, and addressee; and (e) the relationship ofthe author and addressee to
each other.

If any document responsive to this request was, but no longer is, in your possession,
custody, or contol, you should identiff the document (stating its date, author, subject
and recipients) and explainthe circumstances by which the document ceased to be in
your possession, custody or confrol.

If a date or other descriptive detail set forth in this request referring to a document is
inaccurate, but the actual date or other descriptive detail is known to you or is
otherwise apparent from the context of the request, you should produce all documents
which would be responsive as if the date or other descriptive detail were correct.

This request is continuing in nature and applies to any newly discovered document.
Any document not produced because it has not been located or discovered by the
retum date should be produced immediately upon location or discovery subsequent
thereto.

All documents should be bates-stamped sequentially and produced sequentially.

Two sets of docurnents should be delivered, one set to the majority staffand one set
to the minority staff. The majority set should be delivered to the majority staffin
Room 2157 of the Rayburn House Office Building, and the minority set should be
delivered to the minority staffin Room 83504 in the Rayburn House Office
Building. You should consult with Committee staffregarding the method of delivery
prior to sending any materials.

Upon completion of the document production, you should submit a written
certification, signed by you or your counsel, stating that: (1) a diligent search has
been completed of all documents in your possession, custody, or contol which
reasonably could contain responsive documents; and (2) all documents located during
the search that are responsive have been produced to the Committee or identified in a
privilege log provided to the Committee.

10.

11.

12,

13.

14,

15.

16.



Definitions

l. The term "document" means any written, recorded, or graphic matter of any nature
whatsoever, regardless of how recorded, and whether original or copy, including, but
not limited to, the following: memoranda, reports, expense reports, books, manuals,
insfructions, financial reports, working papers, records notes, letters, notices,
confirmations, ûelegrams, receipts, appraisals, pamphlets, magazines, newspapers,
prospectuses, interoffice and inta-office communications, electronic mail (email),
confuacts, cables, notations of any type of conversation, telephone calls, meetings or
other communications, bulletins, printed matter, computer printouts, teletypes,
invoices, tanscripts, diaries, analyses, retun$, zummaries, minutes, bills, accounts,
estimates, projections, comparisons, messages, correspondence, press releases,
circulars, financial statements, reviews, opinions, offers, sfudies and investigations,
questionnaires and fl[veys, and work sheets (and all drafts, preliminary versions,
alterations, modifications, revisions, changes, and amendments of any of the
foregoing, as well as any attrachments or appendices thereto). The terrn also means
any graphic or oral records or representations of any kind (including without
limiøtion, photographs, charts, graph, voice mails, microfiche, microfilm, videotape,
recordings and motion pictures), electronic and mechanical records or representations
of any kind (including, without limitation, tapes, cassettes, disks, computer seryer
files, computer hard drive files, CDs, DVDs, memory sticks, and recordings), and
other written, printed, typed, or other graphic or recorded mafier of any kind or
nature, however produced or reproduced, and whether preserved in writing, film,
tape, disk, videotape or otherwise. A document bearing any notation not a part of the
original text is to be considered a separate document. A drafr or non-identical copy is
a separate docr¡rnent within the meaning of this term.

2. The term "documents in yoru possession, custod¡ or contol" means (a) documents
that are in your possession, custody, or conûol, whether held by you or your past or
present agents, employees, or representatives acting on your behalf; (b) documents
that you have a legal right to obtain, that you have a right to copy, or to which you
have access; and (c) documents that you have placed in the temporary possession,
custody, or contol of any third party,

3. The term "communication" means each manner or meriru of disclosure or exchange
of information, regardless of means utilized, whether oral, electronic, by document or
ottrerwise, and whether face-to-face, in a meeting, by telephone, maíI, telexes,
discussions, releases, personal delivery, or otherwise.

4. The terms "and" and "or" shall be construed broadly and either conjunctively or
disjunctively to bring within the scope of the request any information which might
otherwise be construed to be outside its scope. The singular includes plural number,
and vice versa. The masculine includes the feminine and neuter genders.

5. The terms'þrson" or'opersons" means natural persons, firms, partnerships,
associations, corporations, subsidiaries, divisions, deparhnents,joint ventuÍes,



proprietorships, syndicates, or other legal, business or government entities, and all
subsidiaries, affiliates, divisions, deparbnents, branches, and other units thereof.

The terms "referring" or "relating," ïvith respect to any given subject means anything
that constitutes, contains, embodies, reflects, identifies, states, refers to, deals with, or
is in any manner whatsoever pertinent to that subject.
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The following is a summary.of some of the pertinent rules and procedures applicable to
wiüresses testifying before the Committee on oversight and Govemment Reform:

o Witresses should provide 100 copies of their written testimony to Earley Green, Chief Clerk,
2157 Rayburn House Office Building, no later th¿n 10:00 a.m. two business days prior to the
hearing. V/itnesses should also provide their statement by this date in electronic forma! '

pither as a CD or via çmail to earley.Secn@m4Lhbuse.g.o.v

o At the heæing e¿ch wiuress viilt be asked to zummarize his or her wrìtten testimony in five
minutes or less in order to maximize the time availâble for discussion and questions.

. House Rule XI clause 2(ù(4) requires that.wÍtnesses appearing in a nongovemmental
capacity submit to the Commitee in advance of the hearing "a curiculum vitae and a '
disclosure ofthe amount and souroe (by agency and program) ofeach Federal grant (or
subgrant thereof) received during tlre cunent fiscal year or either of the two previous fiscal
years by tho witness or by au entity represenüed by the witness."

r The Committep does not provide financial reimbursement for witness travel or
accommodations. Witnesses with extenuating circumsûances, holever, may suhmit a written
request for such reimbr¡rsemçnts úo Robin Butler, Financial Adminishator,ZlíT Raybum
House Office Building, at leastone weekprior to the hearing. Reimbursements will not be
made without prior approval.

r Witnesses with disabilities should contact Committee staff to anange any necessary
accommodations.

o The Committee on Oversight and Govemment Reform is the principal oversight com¡nittee
in the U.S. House of Representatives. In additior¡ the Committce has legislative jurisdiction
over anumber ofsubjects affeoting the rnanagement of govemment operations and astivities,
the specific jurisdiction of ihe Committec is set forth in House Rute X clauses l(m), 2, 3(i),
and 4(c).

r The Committee rules governing thís hearing are online at www.oversight.house.gov/rules/.

For inquiries regarding thçse rules and prooedures, please contact the Committee on Oversight
and Govemment Reform at Q02) 225-505 l.

TOM DAVIS, VIRGINIA

RANKING MINORITY MEMBER


